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DETAILED ACTION 
Allowable Subject Matter 
The indicated allowability of claims 1-19, 22-31 and 54-79 is withdrawn in view of the 
newly discovered reference(s) to Boitch et al U.S. Publication 2004/01 1 1063 Al. Rejections 
based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1, 2, 4-10, 13-30, 32, 54-57, 60-73 and 76-79 rejected under 35 U.S.C. 102(e) as 
being anticipated by Boitch et al U.S. Publication 2004/01 1 1063. 

Boitch et al discloses a pre-filled retractable needle injection ampoule device comprising 
a hollow barrel (310); a vial holder (304) displaceable within the barrel having a socket (301) 
configured to receive the vial (320); a needle (316) having a sharpened tip operable between an 
exposed position in which the sharpened tip projects forwardly from the barrel (310) and a 
shielded position in which the sharpened tip is shielded from contact (see figures 5 A-5C); and a 
transfer chamber (338) within the barrel (310), wherein the transfer chamber (338) is adapted to 
be in fluid communication with the needle (316); wherein after use the needle is disposed in the 
shielded position; and wherein the vial (320) contains a quantity of medicinal fluid, wherein the 
vial comprises a container having a fixed rearward wall (see figure 5A) and a fixed pierceable 
wall (301) sealing the forward end; a biasing element (340) biasing the needle toward the 
retracted position; a needle retainer (326) releasably retaining the needle in the extended position 
against the bias of the biasing element (340); a pressuring element (356), an activation surface 
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cooperable with the needle assembly and adapted to activate automatic retraction of the needle 
after use (see figure 5C and paragraph 0008). 

Furthermore, Boitch et al teaches that the device comprises a conduit (307); an air-pump 
chamber (318) disposed within the vial holder, a lock (305) releasably locking the vial holder 
(304) and the barrel (310), a piston (356) and wherein the transfer chamber (338) is displaceable 
relative to the needle (see figure 6B) and that the vial holder (304) is at least partially disposed 
within the barrel. Additionally, Boitch discloses that the device comprises a rear pierceable seal 
(301) and a forward pierceable seal (322), and wherein the chamber (338) is disposed in a first 
housing (304) and a second housing (328), wherein the first housing (304) is displaceable 
relative to the second housing (328), operating to expel the medicinal fluid from the chamber 
(338) through the injection needle (316); and wherein the device comprises a stop (302). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3 . Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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Claims 11, 12, 31, 58, 59, 74, 75 and 80-89 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Boitch et al in view of MacFarlane U.S. Patent Number 5,181,909. Boitch et' 
al disclose the device as disclosed above, but fails to disclose a sliding valve element. 

McFarlane discloses a similar device with a sliding valve (combination of 17 and 18). 

It would have been obvious to one having ordinary skill in the art at the time of invention 
by applicant to modify the device of Boitch et al by incorporating the sliding valve element of 
the type taught by MacFarlane, in order to control the injection pressure of the ampoule fluid. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

US 5658259 A Pearson; William R. et al. 

US 4861335 A Reynolds; David L. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aamer S. Ahmed whose telephone number is 571-272-5965. The 
examiner can normally be reached on Monday thru Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




A. Ahmed 
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